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The original has been sent to the Document Control Desk in Washington, DC

Thank you for your attention in this matter.

Sincerely,
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American Radiolabeled Chemicals, Inc (ARC)
Reply to USNRC

Notice of Violation (NOV)

Docket No. 030-20567

License No. 24-21362-01

During a Nuclear Regulatory Commission (NRC) inspection conducted on
November 16 through 20 2009, five violations of the NRC requirements were
identified

ARC does not contest the violations, and admits that each listed example did
occur.

ARC will discuss each example stating the reason for the occurrence of the
example; corrective actions taken; the results of these actions; action to prevent
recurrence; and the date for full compliance. For clarity and to prevent confusion,
the text from the NOV will be quoted, followed by ARC's reply for each
example.

A. Condition 22 of NRC License No. 24-21362-01 requires, in part, that the
licensee conduct its program in accordance with the statements,
representations, and procedures contained in its letter to the NRC dated
March 24, 2005. The letter dated March 24, 2005, contains Standard
Operating Procedure (SOP) - 02, "Invitro Bioassay Program" dated
December 17, 2004. Item 4.5 of SOP-02 requires, in part, that for each
occupationally exposed individual, the bioassay results are entered into
his or her spreadsheet which provides the average weekly millirem, the
quarterly millirem, and the running yearly millirem for each radionuclide.

Contrary to the above, from January I to November 20, 2009, the
licensee failed to enter the monitored individuals' weekly bioassay results
into a spreadsheet to determine, for each monitored individual, the
average weekly millirem dose, the quarterly millirem dose, and the
running yearly millirem dose for each radio nuclide.

This is a Severity Level IV violation (Supplement VI).

ARC agrees with the original finding.



Cause

Inattention to detail on the part of the RSO. The assistant RSO had been
responsible for posting the weekly bioassay results in the spreadsheet. After the
assistant left for a new job, the RSO failed to take over this duty.

Corrective Actions

The weekly bioassay reresults were entered and the results given to the inspectors.
Since that time all entries up to the end of the year have been made and the results
transferred to NRC Form 5 for each monitored individual.

All entries to date have been made in the 2010 spreadsheet.

Actions to prevent recurrence

The weekly report now has a section where the RSO states that that week's data
has been entered. This entry started with the 2/26/10 reportr.

Full compliance

ARC feels that we are in full compliance at this time.

B. Condition 22 of NRC License No. 24-21362-01 requires, in part, that the
licensee conduct its program in accordance with the statements,
representations, and procedures contained in its letter to the NRC dated
February 8, 2005. The letter dated February 8, 2005, contains the licensee's
Radiation Protection Program (RPP) dated October 21,2004. Item 2.1 of the
RPP states, in part, that a restricted area is any area access to which is
controlled for radiation protection purposes, and the entrances to these areas
are posted with signs worded, "Restricted Area, Authorized Personnel or
Escorted Visitors Only."

Contrary to the above, as of November 20, 2009, the licensee failed to post
the roofs of Buildings 100, 200, or 300, which were restricted areas, with
signs worded, "Restricted Area, Authorized Personnel or Escorted Visitors
Only."

This is a Severity Level IV violation (Supplement VI).

ARC Response

ARC agrees with the original finding.



Cause

The mind set of ARC personnel was that as the roofs of these buildings can only
be reached either through ARC buildings or by non permanent ladders, this was
sufficient to keep outsiders off the roof. Because of this, access was physically
limited to ARC personnel and escorted visitors. Posting was not considered
necessary.

Corrective Action

All access pathways to the roofs have been posted with "Authorized Personnel or
Escorted Guests Only"

Action to prevent recurrence

The signs will remain in place permanently

Full Compliance

ARC feels that full compliance has been achieved.

C. Condition 22 of NRC License No. 24-21362-01 requires, in part, that the
licensee conduct its program in accordance with the statements,
representations, and procedures contained in its letter to the NRC dated
February 8, 2005. The letter contains the licensee's RPP dated October
21, 2004. Item 3.2.6 of the RPP states that the Radiation Safety
Committee (RSC) issues periodic notices or directives to make laboratory
personnel aware of management's commitment to keep occupational
exposures and exposures to other individuals within current As-Low-As-
Reasonably-Achievable (ALARA) guidelines.

Contrary to the above, as of November 20, 2009, the licensee failed to
issue periodic notices or directives to make laboratory personnel aware
of management's commitment to keep occupational exposures and
exposures to other individuals within current ALARA guidelines.

This is a Severity Level IV violation (Supplement VI).

ARC Response

ARC agrees with the original finding.



Cause

ARC has a written policy stating our commitment to the ALARA principle. A
copy of this policy is given to each newly hired employee. This was thought to be
sufficient.

Corrective Action

ARC issued a notice to all employees stating management's commitment to keep
occupational dose and dose to other individuals within current ALARA
guidelines.

Action to prevent recurrence

The same notice, given in either verbal or written for will be presented to all
employees at each quarterly safety meeting

Full Compliance

ARC believes that we are now in full compliance with this item of condition 22.

D. Condition 22 of NRC License No. 24-21362-01 requires, in part, that the 1
icensee conduct its program in accordance with the statements,
representations, and procedures contained in its letter to the NRC dated
March 24, 2005. The letter contains SOP-] 6, "Radioactive Contamination
Control Program" dated January 7,2005. Item 3.3 of SOP-1 6 states that
the action level for removable contamination surveys of unrestricted areas
is, "any statistically significant difference above background "Item 5. 0 of
SOP-] 6 states, in part, that if initial contamination levels exceed 10 times
the action levels, attempt to determine the source and the cause.

Contrary to the above, on May 11, July 15, September 4, and October 3,
2009, the licensee obtained results of removable contamination surveys of
unrestricted areas that were greater than 10 times the statistically
significant difference above background level and the licensee failed to
attempt to determine the source and the cause.

This is a Severity Level IV violation (Supplement VI).

ARC Response

ARC agrees with the original fmding.



Cause

Confusion on the part of ARC. The procedure change made in March 2008 was
made in response to an NRC inspection. The change was made to bring ARC's
SOP in conformance with NUREG 1556, vol 12 Appendix P values. At that time
it was our impression that our RSC had the authority to make such changes,
particularly when a change was made to conform to an NRC NUREG.

Corrective Action

Starting on 20 November 2009, for all unrestricted areas and non-contaminated
restricted areas, contamination action levels are those found in SOP-16 dated
January 7, 2005.

Action to prevent recurrence

ARC commits to follow the limits found in SOP-16, dated 1/7/2005 until the
license can be amended. All ARC SOPs are currently under review by Region III
as part of an amendment request..

Full Compliance

ARC is in full compliance with SOP-16 dated 1/7/2005 at this time

E. Condition 22 of NRC License No. 24-21362-01 requires, in part, that the
licensee conduct its program in accordance with the statements,
representations, and procedures contained in its letter to the NRC dated
February 8, 2005. The letter contains the licensee's RPP dated October
21, 2004. Item 5.2.3.1 of the RPP states that individuals shall survey their
hands upon leaving the laboratory.

Contrary to the above, on September 3, 2009, an individual failed to
conduct a hands survey upon leaving a lab.

This is a Severity Level IV violation (Supplement VI).

ARC Response

ARC agrees with the original finding.



Cause

The individual concerned did not follow ARC's RPP or the appropriate SOP.
The individual had been trained in the necessity for hands surveys, when
questioned she said she had forgot.

Corrective Action

All ARC radiation workers have been re-trained on personal contamination
surveys. This training took place at the annual Radiation Protection Refresher
Training on 12/31/2009 and at a make up session held 2/24/10.

Action to prevent recurrence

All ARC radiation workers have been re-trained on personal contamination
surveys. This training took place at the annual Radiation Protection Refresher
Training on 12/31/2009 and at a make up session held 2/24/10.

Full Compliance

ARC feels that we are in full compliance at this time.



Specific Actions that have been, or will be, taken to enhance ARC's safety culture
as it pertains to radiation surveys and contamination control

Survey points have been added to weekly surveys at the request of employees.

Monthly surveys of personal vehicles have been added

Monthly surveys of street clothing have been added.

Monthly surveys of street shoes have been added

Monthly surveys of collected rain run off from the roofs have been added

A survey of employees concerning their knowledge of policies and procedures is
planned

Results of contamination surveys in the labs are now posted.

Radiation Safety committee meetings are open to all employees, and the are
encouraged to attend and participate.
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